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Conformance 

 Conformance is the degree to which data adheres to 
the models as described by CDISC 

 Clarity 

 Reviewability 



Clarity and Reviewability 

 Data that are not standardized diminish the Agency’s ability to 
review the data efficiently, resulting in manual, labor-intensive 
processes and inherent inefficiencies in the review. They also limit 
the ability to automate some routine analyses (Draft e-Study 
Guidance*) 

 Agency expects Recommends Sponsors validate their study data 
submission and correct errors before submission, using (to be) 
published set of study data validation rules or describe why 
certain errors could not be corrected  

 Reviewers will use standard tools to evaluate the data upon 
receipt (OpenCDISC) 

 

http://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdf 



FDA Study Data Standards 
 Study Data Validation Rules 

http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm 



Validation Rules 
 Categories 

 Consistency 

 Cross-Reference 

 Format  

 Limit 

 Metadata 

 Presence 

 Structure 

 System 

 Terminology 

 



CDISC SDTM 3.1.3 Validation 
Rules: Consistency 



CDISC SDTM 3.1.3 Validation 
Rules: Cross Reference 



CDISC SDTM 3.1.3 Validation 
Rules: Format 



CDISC SDTM 3.1.3 Validation Rules: 
Limit 



CDISC SDTM 3.1.3 Validation Rules: 
Metadata 



CDISC SDTM 3.1.3 Validation Rules: 
Presence 



CDISC SDTM 3.1.3 Validation Rules: 
Structure 



Conformance Strategies 

 Sponsor Software 

 Purchased Software 

 Open Source Software 

 Manual Review 



OpenCDISC 
 OpenCDISC is an open source community focused on building extensible 

frameworks and tools for the implementation and advancement of CDISC 
Standards 

 

 Our primary goal is to provide a collaborative environment where developers, 
data managers, statisticians, and regulators can jointly discuss, identify, and 
develop tools for the advancement and implementation of CDISC standards. 

  

 Our initial project is to develop the CDISC Validator, a tool aimed at ensuring 
compliance with various CDISC models including SDTM, ADaM, ODM and 
LAB. Future projects will focus on mapping and integration tools, but ultimately 
it's up to the community members to determine the direction. 

http://www.opencdisc.org 



OpenCDISC Validator 
 OpenCDISC Validator is a collaborative project to develop an open 

source, easy to use, and commercial-quality tool for ensuring 
clinical data compliance with CDISC standards, including SDTM, 
ADaM, SEND, Define.xml, and others. 

  

 The Validator is metadata driven and configurable with checks defined 
using XML-based validation framework with power to support a wide 
range of rules and data formats including near-SDTM, SDTM+, and 
even custom datasets. 

 

 Detects violations of Published Study Data Standards…and more…. 

 

http://www.opencdisc.org 



OpenCDISC Validator 
Community vs Enterprise 

http://www.opencdisc.org 



OpenCDISC Version/Rules Available 

OpenCDISC v1.4 Released March 2013 (v1.4.1 Sept 2013) 



OpenCDISC Set-Up and Configuration 

 Installation well documented on the website  

 http://www.opencdisc.org/download 

 

 Great presentation available  

 Bay Area CDISC Implementation Network Presentation 
from July (CDISC Portal) 

  “OpenCDISC Validator 1.4 What’s New? “ – 23May2013 David Borbas 

 



OpenCDISC Interface (GUI) 



Validator Report: Dataset Summary 



Validator Report: Issue Summary  



Validator Report: Details 



Validator Report: Rules 



CDISC SDTM 3.1.3 Validation Rules: 
Terminology 



OpenCDISC Validator v1.3 to v1.4(.1) 

 SDTMIG 3.1.2 Amendment 1 removed and replaced 
with SDTMIG 3.1.3 

 Ability to specify CDISC Controlled Terminology 
versions 

 Ability to specify MedDRA/CDISC Controlled 
Terminology versions  

 Better support for split datasets 

 



Changes in Validation Rules 3.1.3 

 SDTMIG 3.1.2 amend 1 removed –upgraded to 
SDTMIG 3.1.3 

 Non-CDISC checks influenced by FDA 

 

 



OpenCDISC Validator Documentation of 
Changes 



New Validation Rules 
 Based on feedback from the FDA based on experience 

from receiving CDISC data from sponsors 

  CDER Common Data Standards Issues Document 
(Version 1.1/December 2011)  

http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM254113.pdf 



Required vs. Expected vs. Permissible 

 CDISC data standards categorize SDTM and SEND 
variables as being Required, Expected, and 
Permissible.  

 Permissible variables are not optional 

 Some sponsors have excluded expected variables. 

 For the purposes of SDTM and SEND submissions to 
CDER, all Permissible and Expected variables for which 
data were collected or for which derivations are possible 
should be submitted.  



Common Data Standards Issues 

 Include the variables EPOCH for every clinical subject-
level observation (e.g., adverse events, laboratory, 
concomitant medications, exposure, vital signs).  
 To allow the reviewer to easily determine during which phase 

of the trial the observation occurred as well as actual 
intervention the subject experienced during that phase. 

 Inclusion of ELEMENT and ETCD (element code) is desired 
as well, to help reviewers understand timing of events whose 
durations span multiple epochs.  

 Because of implementation challenges associated with this 
request, CDER is not yet requiring these for submission of 
SDTM data.  



New Rule: SD1077 
RuleID: SD1077 

Message: Expected variable not found  

Description: Variables requested by FDA in CDER 
Common Data Issues document should be included in 
the dataset  

Category: Metadata  

Severity: Warning  

 



Common Data Standard Issues 
 Whenever --DTC, --STDTC or --ENDTC are included, the matching 

Study Day variables (--DY, --STDY, or—ENDY, respectively) should be 
included. For example, in most Findings domains, --DTC is Expected, 
which means that --DY should also be included. In the Subject 
Elements domain, SESTDTC is Required and SEENDTC is Expected, so 
both SESTDY and SEENDY should be included.  

 Study Day variables (--DY, --STDY, and--ENDY) are calculated based 
on RFSTDTC. For most study designs, RFSTDTC should be the start of 
treatment. RFSTDTC may be some other event only when 1) a 
substantial proportion of subjects will not receive study treatment 
(e.g., when the study includes a non-treatment control arm), or 2) the 
planned treatment administration is dependent on the subject 
experiencing a disease episode, and not on any fixed study day. If 
RFSTDTC is not the first day of treatment, the rationale for its choice 
should be explained in the Reviewer’s Guide.  



New Rule: SD1083 
 RuleID: SD1083  

 Message: Missing --DY variable, when --DTC variable 
is present  

 Description: Collection Study Day (--DY) variable 
should be included into dataset, when Collection 
Study Date/Time (--DTC) variable is present  

 Category: Presence  

 Severity: Warning  



Common Data Issues (File Size) 

 Column Length/Size  
 For both CDISC and non-CDISC datasets, in order to 

significantly reduce dataset file sizes, the allotted character 
variable length/size for each column in a dataset should be 
the maximum length used.  

 Dataset Splitting  
 If datasets > 1 gb in size, split the datasets into smaller 

datasets no larger than 1 gb in size. Datasets should be resized 
to the maximum length used prior to splitting. This will 
ensure split datasets have matching variable lengths for future 
merges. Split data should be noted in the data definition 
document, clearly identifying the method used for the 
dataset splitting.  



SD1080 
 RuleID: SD1080 

 Message: -- variable length is too long for actual data 
Variable length should be assigned based on actual 
stored data to avoid to minimize file size.  

 Description: Datasets should be resized to the 
maximum length used prior to splitting.  

 Category: Metadata 

 Severity: Information  



SD1081 
 RuleID: SD1081 

 Message: -- variable length is too long for actual data 
Variable length should be assigned based on actual 
stored data to avoid to minimize file size.  

 Description: Datasets should be resized to the 
maximum length used prior to splitting.  

 Category: Metadata  

 Severity: Warning  



SD1082 
 RuleID: SD1082 

 Message: -- variable length is too long for actual data 
Variable length should be assigned based on actual 
stored data to avoid to minimize file size.  

 Description: Datasets should be resized to the 
maximum length used prior to splitting.  

 Category: Metadata  

 Severity: Error  



Implications of New FDA Influenced 
Rules 

 TDM planning 

 Additional derivation 

 Additional QC 

 Plan and program for variable and dataset sizing 

 



OpenCDISC Validator Considerations 

 Unavoidable Non-Conforming Data 

 Review beyond the capabilities of Validator 

 Synthesized variables 



Unavoidable Non-Conforming Data 

 Agency expects Sponsors validate their study data 
submission and correct errors before submission, or 
describe why certain errors could not be corrected 

 Legacy data 

 Poor cleaning 

 Poor collection 

 B.C. 

 SDRG (Study Data Reviewers Guide) 

 PhUSE Working group 4: Standards Implementation Issues 
with the CDISC Data Models.  

 Final SDRG Work Package Available. 

http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide 



Review Beyond the Capability of 
OpenCDISC Validator 

 Not all SDTM/SDTMIG rules/recommendations can be 
programmed 

 TDMs  
 Traceability 
 ‘NOT SUBMITTED’ variables 
 Treatment of Permissible variables 
 Modeling decisions 

 PE vs VS/ SUPP vs FINDINGS vs FINDINGS ABOUT  

 Poor data quality 
 Same data in more than one standard variables (ex., Dose and 

DOSETXT populated) 
 Proper use of codelists 
 False positives 

 
 



Synthesized Data 
 Synthesized data to avoid validation errors  

 At least two commercial tools check for cases where neither --ENDTC or --
ENRF is populated. In cases where the CRF does not collect information 
such as “Continuing” or “Ongoing,” and the absence of an end date is 
assumed to imply the event had not ended, neither would contain data. 
One sponsor chose to  

 populate --ENRF with “AFTER” in the submission dataset, even though was 
not traceable back to any collected data.  



Conclusions 

 When a submission includes CDISC deliverables, FDA 
expects conformance and documentation of non-
conforming elements. 

 OpenCDISC Validator is a powerful tool to support 
conformance of CDISC deliverables 

 OpenCDISC Validator has rules to support both the 
SDTM models and some FDA recommendations 

 OpenCDISC is not the only tool needed to measure 
conformance and to document data  
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